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DETAILED ACTION 

1 . This action is in response to the amendment filed July 16, 2007. This action is 
made NON-FINAL 

Claims 6-9, 15, 17-19 and 25-27 are currently pending. Claims 6-9, 15, and 26 
have been amended. Claim 27 is newly presented. Therefore Claims 6-9, 15, 17-19 
and 25-27 will be addressed herein. 

It is noted for the record that the status of Claim 9 is unclear. Page 3 of the 
claims indicates that claim 9 is currently amended. However page 4 of the claims 
indicates that claim 9 is cancelled. Therefore it is unclear if claim 9 is pending. For 
compact prosecution and in the interest of customer service, claim 9 has been 
considered pending and has been examined herein. 

Withdrawn Objections 

2. The objection of Claim 6 in section 2 of the Office Action of March 14, 2007 is 
withdrawn in view of amendments made to the claims. 

Withdrawn Rejections 

3. The rejections made under 35 USC 1 12 2 nd paragraph in section 3 of the Office 
Action of March 14, 2007 are withdrawn in view of arguments and amendments made to 
the claims. 
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The rejections made under 35 USC 112 103(a) in sections 4-7 of the Office 
Action of March 14, 2007 are withdrawn in view of Applicants arguments. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Applicant cannot rely upon the foreign priority papers to overcome this rejection 
because a translation of said papers has not been made of record in accordance with 
37 CFR 1.55. See MPEP § 201.15. 

The following is a new rejection: 

5. Claims 6-7, 15, 17, and 19 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Hogan (US 2002/01 10823 Pub 8/2002 Filed 10/2001). 

Regarding Claim 6 Hogan teaches a method wherein the same specimen is used 
to identify a subject and to generate test information for the subject at the same time 
using a DNA microarray. Specifically Hogan teaches a method of wherin a sample from 
a perioperative subject is used to generate a genomic profile for that subject. Hogan 
teaches that in some embodiments the genomic profile includes a set of markers that 
provide information that can be used to determine the course of treatment (Para 0126). 
Hogan further teaches that in some embodiments the genomic profile includes a set of 
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unique genomic identifiers (e.g., a series of polymorphic non coding SNPs), can be 
used to determine the identity of the subject (Para 0134). Additionally Hogan teaches 
that in preferred embodiments the genomic profiles are generated using a DNA 
microarray (Para 0167-0176). Thus Hogan teach a method wherein a sample speciman 
is used to identify a subject and to generate information on the course of treatment for 
the subject wherein the speciman is anlayzed using a DNA microarray comprising a set 
of probes which are used to distinguish a subject and a set of probes which are used to 
test a specimen from the subject. By reading and analyzing the hybridization pattern on 
the array it is possible to determine the identity of the subject and obtain test 
information for the subject (Para 0167-0176). Hogan also teaches that once sequence 
information is generated the information is stored in a database as digital information 
(Para 0186). Therefore it would be possible to determine if a patient is new by 
comparing the genomic profile of the patient to the other genomic profiles stored in the 
database. 

Regarding Claim 7 Hogan teaches a method wherein perioperative genomic 
profiles are generated using computer based data analysis of a genetic information 
sample (e.g., stored nucleic acid sequence information). A sample is collected from a 
subject at any time (e.g., at birth), sequence information is generated (e.g., through 
DNA sequencing), and the information is stored (e.g., as digital information on a 
portable chip). During the perioperative period the subject's sequence information is 
scanned by a computer program for the pre selected markers and a report (e.g., a 
perioperative genomic profile) is generated (Para 0186). Thus Hogan teaches a 
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method further comprising reading out from a storage unit the identification codes and a 
past test result. 

Regarding Claim 15 Hogan teaches a method of providing a sample from a 
perioperative subject and generating a genomic profile. Hogan teaches that in some 
embodiments the genomic profile includes a set of markers that provide information that 
can be used to determine the course of treatment (Para 0126). Hogan further teaches 
that in some embodiments the genomic profile includes a set of unique genomic 
identifiers (e.g., a series of polymorphic non coding SNPs), thus providing a secure, 
accurate internal reference for archiving and tracking genetic data specific to the 
particular subject (Para 0134). Hogan also teaches that once sequence information is 
generated the information is stored is a database as digital information (Para 0186). 
Additionally Hogan teaches that in preferred embodiments the genomic profiles are 
generated using a DNA microarray (Para 0167-0176). Hogan further teaches that each 
subject may have an information card containing his or her genetic information (Para 
0189). Therefore it would be possible to compared the subjects identification number 
acquired from reading the first DNA probe set to the identification number on the 
subjects information card in order to verify the identity of the subject. Thus Hogan teach 
a method comprising: reading a hybridization pattern on a DNA microarray comprising a 
set of probes which are used to distinguish a subject and a set of probes which are 
used to test the specimen from the subject, analyzing the hybridization state of the 
probes to identify the subject, analyzing the hybridization state of the probes to acquire 
test information for the subject, acquiring the subjects information card, and comparing 
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the subjects identification number acquired from reading the first DNA probe set to the 
identification number on the subjects information card. 

Regarding Claims 17 and 19 Hogan teaches a method wherein perioperative 
genomic profiles are generated using computer based data analysis of a genetic 
information sample (e.g., stored nucleic acid sequence information). A sample is 
collected from a subject at any time (e.g., at birth), sequence information is generated 
(e.g., through DNA sequencing), and the information is stored (e.g., as digital 
information on a portable chip). Thus Hogan teaches a method further comprising 
recording on the medical information card the test information generated and the 
personal identification information generated. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Applicant cannot rely upon the foreign priority papers to overcome this rejection 
because a translation of said papers has not been made of record in accordance with 
37CFR1.55. See MPEP § 201.15. 
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The following is a new rejection: 

1. Claims 8-9 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hogan (US 2002/01 10823 Pub 8/2002 Filed 10/2001) in view of Noblett et al (US 
Patent 6362004 Issued 2002). 

Hogan teaches a method wherein the same specimen is used to identify a 
subject and to generate test information for the subject at the same time using a DNA 
microarray. Specifically Hogan teaches a method of wherin a sample from a 
perioperative subject is used to generate a genomic profile for that subject. Hogan 
teaches that in some embodiments the genomic profile includes a set of markers that 
provide information that can be used to determine the course of treatment (Para 0126). 
Hogan further teaches that in some embodiments the genomic profile includes a set of 
unique genomic identifiers (e.g., a series of polymorphic non coding SNPs), can be 
used to determine the identity of the subject (Para 0134). Additionally Hogan teaches 
that in preferred embodiments the genomic profiles are generated using a DNA 
microarray (Para 0167-0176). Thus Hogan teach a method wherein a sample speciman 
is used to identify a subject and to generate information on the course of treatment for 
the subject wherein the speciman is anlayzed using a DNA microarray comprising a set 
of probes which are used to distinguish a subject and a set of probes which are used to 
test a specimen from the subject. By reading and analyzing the hybridization pattern on 
the array it is possible to determine the identity of the subject and obtain test 
information for the subject (Para 0167-0176). Hogan also teaches that once sequence 
information is generated the information is stored in a database as digital information 
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(Para 0186). Therefore it would be possible to determine if a patient is new by 
comparing the genomic profile of the patient to the other genomic profiles stored in the 
database. 

Hogan does not teach that the DNA microarray has a first indicator which 
indicates the first DNA probe group and a second indicator which indicates the second 
DNA probe group. Hogan further does not teach a method wherein the first DNA probe 
group and the second DNA probe group are arranged on different areas of the same 
support. 

However Noblett teaches the use of fiducial marks on microarrays to precisely 
determine the location of each probe on the array. Noblett et al teach that microarrays 
may contain multiple fiducials which can be used for positioning. Additionally Noblett 
teaches that fiducials can be used to differentiate between arrays when there are 
multiple arrays on a microarray (Column 7, lines 55-60). 

Accordingly, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have modified the method of Honda so as to have used 
a DNA microarray comprising a set of fiducials as suggested by Noblett for the benefit 
of being able to use the fiducial marks to precisely place the location of all hybridized 
spots on the array and to differentiate between arrays when there are multiple arrays on 
a single microarray support (Column 7, lines 55-60). 



The following is a new rejection: 
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8. Claims 18 and 25 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hogan (US 2002/01 10823 Pub 8/2002 Filed 10/2001) in view of Beecham (US 
Patent 5876926 Issued 1999). 

Hogan teaches a method wherein the same specimen is used to identify a 
subject and to generate test information for the subject at the same time using a DNA 
microarray. Specifically Hogan teaches a method of wherin a sample from a 
perioperative subject is used to generate a genomic profile for that subject. Hogan 
teaches that in some embodiments the genomic profile includes a set of markers that 
provide information that can be used to determine the course of treatment (Para 0126). 
Hogan further teaches that in some embodiments the genomic profile includes a set of 
unique genomic identifiers (e.g., a series of polymorphic non coding SNPs), can be 
used to determine the identity of the subject (Para 0134). Additionally Hogan teaches 
that in preferred embodiments the genomic profiles are generated using a DNA 
microarray (Para 0167-0176). Thus Hogan teach a method wherein a sample speciman 
is used to identify a subject and to generate information on the course of treatment for 
the subject wherein the speciman is anlayzed using a DNA microarray comprising a set 
of probes which are used to distinguish a subject and a set of probes which are used to 
test a specimen from the subject. By reading and analyzing the hybridization pattern on 
the array it is possible to determine the identity of the subject and obtain test 
information for the subject (Para 0167-0176). Hogan also teaches that once sequence 
information is generated the information is stored in a database as digital information 
(Para 0186). Therefore it would be possible to determine if a patient is new by 
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comparing the genomic profile of the patient to the other genomic profiles stored in the 
database. 

Hogan does not teach a method further comprising outputting a warning when it 
is determined that the subjected identified based on the first DNA probe group does not 
match the subjects profile recorded on the medical information card. Hogan does not 
teach a method further comprising inhibiting the reading of the test results if the subjects 
do not match. 

However Beecham teaches a method wherein the biometric data submitted by 
the user does not match stored biometric data the data retrieval process is either 
terminated or the user is asked to enter new or revised biometric data (Column 18. lines 
8-20). This is being interpreted as a warning. Beecham further teach that when the 
biometric data submitted by the user does not match stored biometric data no stored 
medical information can be released until the biometric data being entered by the user 
matches the biometric data stored in the database (column 18, lines 8-20). 

Accordingly, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have modified the method of Hogan by adding a step of 
outputting a warning when it Is determined that the subject being identified does not 
match the subjects profile on the medical information and inhibiting the reading of the 
test results as suggested by Beecham (Column 18, lines 8-20). Using the method 
suggested by Beecham would have been obvious it would have been obvious because 
it prevents someone from obtaining someone else's private medical information. 
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The following is a new rejection: 

9. Claim 26 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hogan 
(US 2002/0110823 Pub 8/2002 Filed 10/2001) in view of Anderson (PG Pub 
20010012537). 

Hogan teaches a method wherein the same specimen is used to identify a 
subject and to generate test information for the subject at the same time using a DNA 
microarray. Specifically Hogan teaches a method of wherin a sample from a 
perioperative subject is used to generate a genomic profile for that subject. Hogan 
teaches that in some embodiments the genomic profile includes a set of markers that 
provide information that can be used to determine the course of treatment (Para 0126). 
Hogan further teaches that in some embodiments the genomic profile includes a set of 
unique genomic identifiers (e.g., a series of polymorphic non coding SNPs), can be 
used to determine the identity of the subject (Para 0134). Additionally Hogan teaches 
that in preferred embodiments the genomic profiles are generated using a DNA 
microarray (Para 0167-0176). Thus Hogan teach a method wherein a sample speciman 
is used to identify a subject and to generate information on the course of treatment for 
the subject wherein the speciman is anlayzed using a DNA microarray comprising a set 
of probes which are used to distinguish a subject and a set of probes which are used to 
test a specimen from the subject. By reading and analyzing the hybridization pattern on 
the array it is possible to determine the identity of the subject and obtain test 
information for the subject (Para 0167-0176). Hogan also teaches that once sequence 
information is generated the information is stored in a database as digital information 
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(Para 0186). Therefore it would be possible to determine if a patient is new by 
comparing the genomic profile of the patient to the other genomic profiles stored in the 
database. 

Hogan does not teach a method further comprising a step of identifying the 
microarray. 

However Anderson et al teach that it is important to have identifiers on the 
microarrays. Anderson et al teach that the identifiers may be part of the array itself or 
the array may have a machine-readable indicia such as a barcode to provide 
identification and orientation (Para 0125). 

Accordingly, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have modified the method of Hogan et al so as to have 
used a microarray which has a barcode as suggested by Anderson for the benefit of 
being able to scan the barcode to determine the identity of the microarray (Para 0125). 

Conclusion 

10. No Claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amanda M. Shaw whose telephone number is (571) 
272-8668. The examiner can normally be reached on Mon-Fri 7:30 TO 4:30. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached at 571-272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Amanda M. Shaw 

Examiner 
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